September 15, 2004 "

Office of Nutritional Products Labeling and Dietary Supplements
Division of Compliance and Enforcement

Dietary Supplements Branch (HFS-810)

Food and Drug Administration

200 "C" St. S.W.

Washington, D.C. 20204

To Whom It May Concern:

Nature's Way Products, Inc. wishes to notify the Food and Drug Administration that it has,

within

the past 30 days, commenced marketing a dietary supplement which bears a statement under

Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act.

The dietary supplement for which the statement is made is Thisilyn Cleanse with Herbal Digestive
Sweep. The dietary ingredients that are the subject of the statement are Milk Thistle, Artichoke,

Fructooligosaccharides (FOS), and Cascara sagrada. The statement reads as follows:

"Standardized milk thistle extract is the most clinically researched supplement for
supporting the liver, and Thisilyn Cleanse provides a clinically optimal dose. Its
bioflavonoid complex (silymarin) promotes healthy liver function. A perfectly
balanced formula featuring Thisilyn, Artichoke, Turmeric, Dandelion and two
proprietary herbal blends to support the -cleansing of multiple body systems,
including: the bloodstream, gallbladder, liver, lymphatic system, skin and urinary
tract. Also promotes the transport of toxins and impurities to the intestine. FOS
(fructooligosaccharides) provides a powerful prebiotic boost to support the
maintenance of healthy-intestinal microflora. A unique digestive cleanse with
Cascara sagrada, Triphald and Thisilyn to encourage the cleansing of impurities
and toxins through the bowel. Cascara sagrada helps stimulate muscles in the
intestine, which encourages healthy bowel elimination."

9750162 LET - -

‘ 3 ' ‘Nature's Way Products, Inc. 1375 N. Mountain Springs Plkwy
/ (//& é ] ’ Springville, Utah 84663

phone’ 801-489-1500
fax' 801-489-1700

www.naturesway.cc



Office of Nutritional Products Labeling and Dietary Supplements
September 15, 2004
Page 2

This statement is accompanied by the required disclaimer which is prominently displayed in bold-
faced type.

The information contained in this notice is complete and accurate and the above statement is based
on data which renders these statements substantiated, truthful and non-misleading.

Sincerely,
NATURE'S WAY PRODUCTS, INC.

Hegt—

Gordon M. Walker
General Counsel
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